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DETAILED ACTION 

The amendment filed January 24, 2004 has been received, entered and carefully 
considered. The following information provided in the amendment affects the instant 
application: 

1. Claims 8, 10, 19, 20, 23 and 24 have been amended. 

2. Remarks drawn to rejections under 35 USC 1 12, second paragraph 
Claims 1-24 are pending in the case. 

The text of those sections of Title 35, U. S. Code not included in this action can be found 
in a prior Office action. 

Claim Objections 
The objection to claim 20 has been overcome by amendment. 

Claim Rejections - 35 USC § 112 

The rejection of claim 8 advanced in the previous office action has been overcome by 
amendment. The rejections of claims 10, 12, 23 and 24 are being maintained for reasons of 
record and as set forth herein below. 

Claim 10 has been amended to recite "a spermine". This recitation also includes 
derivatives of spermine as stated by the applicants in the remarks. If it includes derivatives of 
spermine then it is unclear as to what derivatives are intended. In the absence of the specific 
derivatizations to the chemical core claimed or distinct language to describe the structural 
modifications or the chemical names of derivatized of this invention, the identity of the said 
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derivatives would be difficult to describe and the metes and bounds of said derivatives applicants 
regard as the invention cannot be sufficiently determined because they have not been particularly 
pointed out or distinctly articulated in the claims even though applicants point out to page 11, 
line 7 of the specification, which recites alkylated spermine. In the examination process, it is 
proper to use the specification to interpret what applicant intends by a word or phrase recited in 
the claims, but it is not proper to read these limitations appearing in the specification into the 
claim when these limitations are not recited in the claim. See In re Paulsen, 30 F. 3d 1475, 1480, 
31 USPQ2d 1671, 1674 (Fed. Cir. 1994). 

Claim 12 recites a plurality of amphiphilic residues. It is not clear if the combination 
recited is between the members of the Markush group or a combination of individual member 
derivatives of the group. It is also not clear if the term "oligomers" is intended to mean different 
sizes of polymers. Applicants also state that the term cholesterols would be understood by one of 
ordinary skill in the art to mean cholesterol and derivatives thereof. If derivatives are intended 
then, in the absence of the specific derivatizations to the chemical core claimed or distinct 
language to describe the structural modifications or the chemical names of derivatized of this 
invention, the identity of the said derivatives would be difficult to describe and the metes and 
bounds of said derivatives applicants regard as the invention cannot be sufficiently determined 
because they have not been particularly pointed out or distinctly articulated in the claims even 
though applicants point out to pages 23 and 26 of the specification and additional references 
which recite cholesterol derivatives. 

Claims 23 and 24 are still seen to be duplicates of claim 1 . The recitations, "porous 
matrix" in claim 23 and "cationic" in claim 24 do not narrow the scope further. 
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The following new rejections are made of record. 

Claims 1, 4-20 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 1 recites the term composition. But the recitations in la-c are drawn to a 
polysaccharide to which an oligoamine and a hydrophobic or an amphiphilic group are attached 
to the polysaccharide chain. A polysaccharide with said groups attached is a derivative rather 
than a composition since an additional component(s) that comprise a composition are absent. It is 
not clear if applicants intend a composition with additional component(s) or if they intend a 
polysaccharide comprising the said groups attached to it. The same recitation is seen in claims 4- 
20. 

Claim 4 recites "dextrans" and "alginates" as members of the Markush group. These 
recitations are seen to include derivatives also. If derivatives are intended then, in the absence of 
the specific derivatizations to the chemical core claimed or distinct language to describe the 
structural modifications or the chemical names of derivatized of this invention, the identity of the 
said derivatives would be difficult to describe and the metes and bounds of said derivatives 
applicants regard as the invention cannot be sufficiently determined because they have not been 
particularly pointed out or distinctly articulated in the claims. 

Claim 5 recites that the saccharide units are connected by a bond selected from acetal, 
hemiacetal, ketal, orthoester, amide, ester, carbonate and carbamate bonds. It is not clear what is 
meant by this recitation. Ether linkages generally connect saccharide units. The recitation is 
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interpreted to mean that the oligoamine or the hydrophobic or the amphiphilic groups are 
connected to the said polysaccharide by the said linkages. 

Claims that depend from base claims that are unclear/indefinite are also rendered 
unclear/indefinite. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

Claims 1-24 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-19 of copending 
Application No. 10,031,728 ('728 application). Although the conflicting claims are not 
identical, they are not patentably distinct from each other because: 

Instant claims 2 and 3 are drawn to a composition comprising a polysaccharide chain 
having saccharide units ranging from 2 to 2000, at least one oligoamine having at least two 
amino groups grafted to the polysaccharide per each segment of 5 saccharide units and at least 
one further grafted group which is hydrophobic or amphiphilic grafted covalently to the 



polysaccharide chain per each segment of 50 saccharide units the group having at least 4 carbons 
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and wherein the hydrophobic or the amphiphilic group is complexed with an anionic 
macromolecule selected from polynucleic acids, proteins and polysaccharides that are anionic 
and the said composition of claim 2 wherein the anionic molecules are selected from plasmid, 
open chain polynucleic acid, an oligonucleotide, an antisense, a peptide, a protein, a 
polysaccharide and combinations thereof. These recitations are seen in claim 1 of the copending 
'728 application. The only additional recitation seen in claim 1 of the copending is the molecular 
weight of 2000 daltons for the oligoamine. 

Instant claims 1 and 19 are drawn to a composition comprising a polysaccharide chain 
having saccharide units ranging from 2 to 2000, at least one oligoamine having at least two 
amino groups grafted to the polysaccharide per each segment of 5 saccharide units and at least 
one further grafted group which is hydrophobic or amphiphilic grafted covalently to the 
polysaccharide chain per each segment of 50 saccharide units the group having at least 4 carbons 
and the composition according to claim 1 (claim 19 is dependent on claim 1 or 2) in combination 
with cationic and nonionic lipids or polymers. The copending '728 application's claim 1 is 
drawn to the same polycation composition in association with an anionic macromolecule. 
Copending claim 16 is drawn to the composition of copending claim 1 in combination with 
cationic and nonionic lipid or polymers. An overlap is seen between instant claims 1 and 19 and 
copending claim 1 because of the recitation "cationic and nonionic lipids or polymers". Because 
of this and similar recitations in dependent claims, there is substantial overlap seen in claims 1- 
24 of the instant application with claims 1-19 of the copending '728 application. 

It would have been obvious to one of ordinary skill in the art that the claims of the instant 
application and those of the copending application are substantially overlapping. The 
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compositions of the instant invention must contain new and distinguishable limitations over the 
copending application to be patentably distinct. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1, 4, 5, 7, 12, 14, 16-21, 23 and 24 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Yamaguchi et al (EP 0370810). 

Yamaguchi et al discloses a polysaccharide that is substituted with the group 
OCH 2 CONHCH 2 CH 2 NHR wherein R is a cholesteryloxycarbonyl (hydrophobic or amphiphilic 
group). This group is substituted at a proportion of 0.5 to three per 100 of sugar units, which 
corresponds to .25 to 1.5 per 50 sugar units. In OCH?CO NHCH?CH?NHR ^ the part underlined is 
the oligoamine moiety that has at least two amino (NH) groups. Both oligoamine and the 
chlolesteryl group are covalently grafted to the polysaccharide and the amphiphilic cholesteryl 
group has at least 4 carbon atoms. Ethylenediamine (oligoamine) is used to bond the cholesterol 
group to the polysaccharide (page 2, lines 27-29, lines 49-52; page3, lines l-2)(meets limitations 
of claims 1, 23 and 24). The polysaccharide that can be used in the invention are dextran and 
pullulan (page 2, lines 43-44)(limitations of claim 4). The cholesterol is connected to the 
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Conclusion 



1. Claims 1-24 are rejected. 



Any inquiry concerning this communication or earlier communications from the 



examiner should be directed to Ganapathy Krishnan whose telephone number is 571-272-0654. 
The examiner can normally be reached on 8.30am-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on 571-272-0661. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-freeV 



GK 
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polysaccharide via an ethylene diamine spacer via an amide bond (page 2, lines 1-5). Yamaguchi 
also teaches an example wherein aminocarbamoylmethylated pullulan is reacted with cholesteryl 
chloroformate to form the pullulan comprising the spacer and the cholesteryl group. This also 
results in the formation of the carbamate linkage. The resulting structure also has the linkages 
recited in claim 7 (page 4, lines 25-50) (meets limitations of claim 5, 7 and 14). The 
polysaccharide has cholesterol attached to it (amphiphilic group). Yamaguchi teaches that it 
could also be a fatty acid group (page 2, lines 27-30)(meets limitation of claim 12). The 
polysaccharide derivative comprising the oligoamine and the cholesteryl group can be used as a 
carrier for medicines with water as an additional pharmaceutically acceptable carrier (page 3, 
lines 40-44). This meets the limitations of claims 16 and 17 since cholesterol group is present in 
biological systems and is known to move across biological membranes. Since Yamaguchi 
teaches the use of the polysaccharide of his invention as a carrier for medicines and also teaches 
the injection of these into blood vessels it is not toxic or immunogenic. Cholesterol is classified 
under lipids. This meets the limitations of claim 19. The polysaccharide of Yamaguchi has 
further an OCH 2 group in the part which connects the oligoamine and the cholesterol group to 
the polysaccharide. This is a ligand that can facilitate binding (meets limitations of claim 18). 
The polysaccharide of Yamaguchi with the oligoamine and the cholesterol group is a branched 
structure (meets limitation of claim 20). Yamaguchi discloses oil in water composition of the 
polysaccharide of his invention (page 3, lines 36-38). This meets the limitations of claims 21 and 
22. Water is a pharmaceutically acceptable carrier. 



